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DEFINITIONS 


"Food" means: (1) Articles used for food or drink for 
man or other animals, (2) chewing gum, and (3) articles 
used for components of any such article. (201 (f)) 

[General terms not peculiar to food, drugs, devices, or 
cosmetics]: 

"Label" means: Display of written,printed, or graphic 
matter upon immediate container; and any require¬ 
ment by act or regulation thereunder that something 
appear on label means it should also appear on any out¬ 
side container or wrapper of retail package, or bo easily 
legible through outside container or wrapper. (201 (k)) 

"Labeling" means: All labels and other written, 
printed, or graphio matter (1) upon any article or any 
of its containers or wrappers, or (2) accompanying such 
article. (201 (m)) 

“Immediate container" does not include package liners. 

(201 ( 1 )) 

"Interstate commerce" means: (1) Commerce between 
any State or Territory and any place outside thereof, and 
(2) commerce within the District of Columbia or within 
any other Territory not organized with a legislative 
body. (201 (b)) 

"Territory" means: Any Territory or possession of 
U. S., including District of Columbia and excluding 
Canal Zone. (201) (a)) 

“ Department ” means: U. S. Department of Agricul¬ 
ture. (201 (0) 

“ Secretary ” means: Secretary of Agriculture. (201 (d)) 

"Person" includes: Individual, partnership, corpora¬ 
tion, and association. (201 (e)) 


WHAT CONSTITUTES ADULTERATION 


Food is adulterated if: 

A. (1) It consists wholly or partly of any filthy, putrid, or decomposed sub¬ 
stance, or is otherwise unfit for food; (402 (a) (3)) 

or (2) has been prepared, packed, or held under insanitary conditions where¬ 
by it may have become contaminated with filth or may have been rendered 
injurious to health; (402 (a) (4)) 

or (3) its container is composed wholly or partly of any poisonous or dele¬ 
terious substance which may render contents injurious to health; (402 (a) (6)) 
or (4) it bears or contains any poisonous or deleterious substance which may 
render it injurious to health (but not adulterated under this clause if: (o) 
Secretary has established a tolerance, limiting amount of such added sub¬ 
stance; or (6) it is not an added substance, and quantity thereof does not 
ordinarily render it injurious to health); (402) (a) (1), (406 (a)) 

or (5) bears or contains any added poisonous or added deleterious substance 
which is "unsafe," i. e.: (a) Is not required in the production of the food, 
and (6) can be avoided by good manufacturing practice (but when such 
substance is so required or cannot be so avoided, Secretary’s regulations 
shall limit quantity to extent necessary for protection of public health; and 
any quantity exceeding limits so fixed shall also bo deemed "unsafe”); 

(402 (a) (2), 406 (a)) 

or (6) is wholly or partly the product of a diseased animal or of one that died 
not by slaughter. (402 (a) (5)) 

B. (1) Any valuable constituent has been wholly or partly omitted or ab¬ 
stracted from the food; (402 (b) (1)) 

or (2) any substance has been substituted wholly or partly for the food; 

(402 (b) (2)) 

or (3) damage or inferiority has been concealed in any manner; (402 (b) (3)) 

or (4) any substance has been added or mixed or packed with it, so as to in¬ 
crease its bulk or weight, or reduce its quality or strength or make it appear 
Getter or of greater value than It is. (402 (B) (4)) 

C. It bears or contains a coal-tar color other than one from batch certified 

in accordance with Secretary’s regulations. (But: This does not apply to 
citrus fruit bearing or containing coal-tar color commonly used prior to act 
for coloring citrus fruit, and application for listing of color has been made 
under act, and not been acted on by Secretary.) (402(c)) 

D. It is confectionery, and it bears or contains any alcohol or nonnutritive 
article or substance except harmless coloring, harmless flavoring, harmless 
resinous glaze not in excess of four-tenths of 1 percent, natural gum, and 
pectin. (But: This does not apply to any confectionery by reason of its 
containing less than one-half of 1 percent by volume of alcohol derived 
solely from use of flavoring extracts, or to any chewing gum by reason of its 
containing harmless, nonnutritive masticatory substances.) (402 (d)) 


WHAT CONSTITUTES MISBRANDING 
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Food is misbranded if: 

(1) Its labeling is false or misleading in any particular. (403 (a)) 
(And in determining whether misleading shall take into account (among 
other things) not only representations made or suggested by statement, 
word, design, device, or any combination thereof, but also extent to which 
labeling fails to reveal facts material in light of such representations, or 
material with respect to consequences which may result from use of article 
to which labeling relates, under conditions of use prescribed in labeling 
thereof or under such conditions of use as are customary or usual.) (201 (n)) 

(2) Is in package form, and label does not contain: (a) Name and place 

of business of manufacturer, packer, or distributor; and (6) accurate state¬ 
ment of quantity of contents in terms of weight, measure, or numerical 
count. (But: Under (b) above, reasonable variations shall be permitted, 
and exemptions as to small packages shall bo established by Secretary’s 
regulations.) (403 (e)) 

(3) Any word, statement, or other information required by act or regu¬ 
lation thereunder to bo on label or labeling is not prominently placed thereon 
with such conspicuousness (as compared with other things in labeling) 
and in such terms as to render it likely to be read and understood by ordi¬ 
nary individual under customary conditions of purchase and use. (403 (f)) 

(4) Its container is so made, formed, or filled as to be misleading. (403 (d)) 

(5) It is offered for sale under name of another food. (403 (b)) 

(6) It is an imitation of another food (unless label bears, in type of uni¬ 

form size and prominence, word “imitation” and immediately thereafter, 
name of food imitated). (403 (c)) 

(7) It purports to be or is represented as a food for which a definition and 

a standard of identity has been prescribed by regulations as provided by 
section 401 and (a) does not conform to such definition and standard, or 
(b) label does not bear name of food specified in definition and standard 
and, insofar as may bo reqnired-by such regulations, the common names of 
optional ingredients (other than spices, flavoring, and coloring) present in 
such food. (403 (g)) 

(Provisions in paragraph immediately above relating to artificial coloring 
shall not apply in case of butter, cheese, or ice cream.) (403 (k)) 

(8) It purports to be or is represented as a food for which a standard of 

quality has been prescribed by regulations, and quality falls below such 
standard, and label does not bear, in manner and form specified by regu¬ 
lations, a statement that it falls below such standard. (403 (h) (1)) 

It purports to be or is represented as food for which standard or standards 
of fill of container have been prescribed by regulations, and falls below 
applicable standard, and label does not bear, in manner specified by reg- 
lations, statement that it falls below such standard. (403 (b) (2)) 

(9) It is not a food for which definition and standard of identity has been 

established, and label does not bear (a) common or usual name of the food, 
if any there be, and (b) common or usual name of each ingredient, if fabri¬ 
cated from two or more ingredients; except that spices, flavorings, and 
colorings, other than those sold as such, may be designated as spices, flav¬ 
orings, and colorings without naming each (but to extent that compliance 
with (6) above is impracticable or results in deception or unfair compe¬ 
tition, exemptions shall be established by Secretary). (403 (i)) 

(Provisions in paragraph immediately above relating to artificial color¬ 
ing shall not apply in case of butter, cheese, or ice cream.) (403 (k)) 

(10) It purports to be or is represented for special dietary uses, and label 

does not bear such information concerning its vitamin, mineral, and other 
dietary properties as Secretary determines by regulations to be necessary, 
for fully informing purchasers as to value for such uses. (403 (j)) 

(11) It bears or contains any artificial flavoring, artificial coloring, or 

chemical preservative and does not bear labeling stating that fact (but 
to extent that compliance is impracticable, exemptions shall be established 
by Secretary). (403 (k)) 

(Provisions of this paragraph with respect to artificial coloring shall not 
apply to butter, cheese, or ice cream.) (403 (k)) 


PROHIBITED ACTS 


Following acts and causing thereof 

are prohibited: 

(1) Introduction or delivery for 
introduction into interstate com¬ 
merce of any food that is adulter¬ 
ated or misbranded. (301 (a)) 

(2) Adulteration or misbranding 
of any food in interstate commerce. 

(301 (b)) 

(3) Receipt in interstate com¬ 

merce of any food that is adulter¬ 
ated or misbranded, and delivery or 
preferred delivery thereof for pay 
or otherwise. (301 (c)) 

(4) Introduction or delivery for 
introduction into interstate com¬ 
merce of any article in violation of 
emergency permit regulations. 

(See column 12.) (301 (d)) 

(5) Refusal to permit access to 
or copying of records showing inter¬ 
state movements of food or the 
holding thereof after such move¬ 
ment, and the quantity, shipper, 
and consignee thereof. (301 (e)) 

(See column 26.) 

(6) Refusal to permit entry at 

reasonable times of any factory, 
warehouse, or establishment in 
which food is manufactured, pro¬ 
cessed, packed, or held for intro¬ 
duction into interstate commerce 
or is held after such introduction; 
or refusal to permit entry of any 
vehicle being used to transport or 
hold such food in interstate com¬ 
merce; or refusal to permit inspec¬ 
tion at reasonable times of such 
factory, warehouse, establishment, 
or vehicle and all pertinent equip¬ 
ment, finished and unfinished ma¬ 
terials, containers, and labeling 
therein. (301 (t)) 

(See column 26.) 

(7) Manufacture within any 

Territory of adulterated or mis¬ 
branded food. (301 (g)) 

(8) Giving of a false guaranty or 

undertaking that 301 (a) or 301 (d) 
above has not been violated (except 
when the giver relied upon guar¬ 
anty or undertaking to same effect , 
with signature and address of 
United States resident from whom 
he received in good faith the food); 
or the giving of a false guaranty 
signed by manufacturer of coal-tar 
color that there is no adulteration 
through use of uncertified coal-tar 
color. (301 (h)) 

(9) Forging, counterfeiting, sim¬ 

ulating, or falsely representing, or 
without proper authority using 
any mark, stamp, tag, label, or 
other identification device author¬ 
ized or required by emergency per¬ 
mit regulations or regulations as to 
coal-tar colors. (301 (i)) 

(See columns 7 and 12.) 

(10) Using by any person to his 

own advantage or revealing other 
than to Secretary or Department 
officers or employees, or to court 
when relevant in judicial proceed¬ 
ing under act, any information ac¬ 
quired under authority of provi¬ 
sions as to emergency permit con¬ 
trol or factory inspection, concern¬ 
ing any method or process which 
as a trade secret is entitled to pro¬ 
tection. (301 (j)) 

(See columns 12 and 26.) 

(11) Alteration, mutilation, de¬ 
struction, obliteration, or removal 
of all or any part of labeling of, or 
doing of any other act with respect 
to, a food—if act is done while arti¬ 
cle is held for sale after shipment 
in interstate commerce and results 
in such article being misbranded. 

(301 (k)) 


ESTABLISHMENT OF STANDARDS AND OTHER ADMINISTRATIVE REGULATIONS 


STANDARDS 


Definitions and 
standards of identity 


1. Whenever Secre¬ 
tary thinks it will pro¬ 
mote honesty and fair 
dealing in interest of 
consumers, he shall 
make regulations fix¬ 
ing for any food under 
its common or usual 
name so far as practi¬ 
cable, a reasonable 
definition and standard 
of identity, a reason¬ 
able standard of qual¬ 
ity, and/or reasonable 
standards of fill of con¬ 
tainer. But: No def¬ 
inition and standard 
of identity shall be 
established for fresh or 
dried fruits, fresh or 
dried vegetables, or but¬ 
ter ) (with exception 
that they may be es¬ 
tablished for avocados, 
cantaloups, citrus 

■, and melons and 
ich case shall re- 
only to maturity 
to effects of freez- 
In prescribing 
tition and stand¬ 
ard of identity for any 
or class of food in 
which optional in¬ 
gredients permitted. 
Secretary shall, to pro¬ 
mote honesty and fair 
dealing in interest of 
consumers, designate 
the optional ingredi¬ 
ents which shall be 
named on label. (401) 

2. Definitions and 
standards of identity 
shrill be effective for 
enforcement of this 
act notwithstanding 
definitions and stand¬ 
ards contained in 
other laws of United 
States and regulations 
promulgated there¬ 
under. (701 (d)) 


Standards of quality 
and of fill of container 


1. Whenever Secre¬ 
tary thinks it will pro¬ 
mote honesty and fair 
dealing in interest of 
consumers, he shall 
make regulations fix¬ 
ing for any food under 
its common or usual 
name so far as practi¬ 
cable, a reasonable 
definition and stand¬ 
ard of identity, a reas¬ 
onable standard of 
quality, and/or reason¬ 
able standards of fill of 
container. (But: No 
standard of quality 
shall be established 
tor fresh or dried fruits, 
fresh or dried vegetables, 
or butter.) 

In prescribing any 
standard of quality for 
any canned fruit or 
any canned vegetable, 
consideration shall be 
given and due allow¬ 
ance made for the dif¬ 
fering characteristics 
of the several varieties 
of such fruits or vege¬ 
tables. 

2. In prescribing 
any standard of fill of 
container, Secretary 
shall give due consid¬ 
eration to natural 
shrinkage in storage 
and transit of fresh 
natural food and to 
need for necessary 
packing and protec¬ 
tive material. (401) 


OTHER ADMINISTRATIVE REGULATIONS 


1. Coal-tar colors. 

2. Requests for parts of 
official samples. 

3. Emergency permit regu¬ 
lations. 


1. Coal-tar colors: 

Secretary shall make regu¬ 
lations providing for listing of 
coal-tar colors which are harm¬ 
less and suitable for use in 
food; and for certification of 
batches of such colors with or 
without harmless diluents. 

(406 (b)) 

Regulations shall specify 
such fees to be paid for listing 
and certification as are neces¬ 
sary to provide, maintain, and 
equip an adequate service for 
such purposes. (706) 

2. Samples: 

Secretary authorized, by 
regulations, to make reason¬ 
able exceptions from and im¬ 
pose reasonable terms and con¬ 
ditions relating to provision 
that: Where sample of article 
is collected for analysis, Secre¬ 
tary shall, upon request pro¬ 
vide part thereof for examina¬ 
tion or analysis by any person 
named on label of article, or 
owner thereof or his attorney 
or agent. (702 (b)) 

(See column 25.) 

3. Emergency permit regula¬ 

tions: 

If Secretary finds that inter¬ 
state commerce in any class of 
food may be injurious to health 
because of contamination 
with micro-organisms in the 
manufacture, processing, or 
packing thereof in any local¬ 
ity, and injurious nature can¬ 
not bo determined after entry 
into interstate commerce, he 
shall make regulations provid¬ 
ing for issuance of certain per¬ 
mits. (404 (a)) 

(See column 12.) 


1. Limited quantity 
of added poisonous 
or added deleterious 
substances in food. 

2. Dietary properties 
of food. 

3. Tests and assay 
of drugs. 

4. Drugs liable to 
deterioration. 

5. Designating 
habit-forming drugs. 


1. Added poisonous or 

added deleterious 
substances: 

Where an added poi¬ 
sonous or added dele¬ 
terious substance is re¬ 
quired in production 
of a food, or cannot be 
avoided by good man¬ 
ufacturing practice, 
Secretary shall make 
regulations limiting 
the quantity therein 
or thereon to extent he 
finds necessary for 
protecting public 
health (and any quan¬ 
tity exceeding limits 
fixed shall make food 
adulterated). In de¬ 
termining quantity to 
be tolerated, Secre¬ 
tary shall consider ex¬ 
tent to which use of 
substance is required 
or cannot be avoided 
in production of arti¬ 
cle, and other ways in 
which consumer may 
be affected by same or 
other poisonous or de¬ 
leterious substances. 

(406 (a)) 

2. Dietary properties: 

Secretary’s regula¬ 
tions as to information 
on label regarding die¬ 
tary properties (if food 
purports to be or is 
represented for special 
dietary uses) must be 
complied with, or food 
will be misbranded. 

(403 0)) 

(See No. 10 in col¬ 
umn 3.) 


Exemptions: 

1. From labeling require¬ 
ments in case of certain con¬ 
tainers of fresh fruits and veg¬ 
etables. 

2. From labeling require¬ 
ments In case of certain arti¬ 
cles, to bo labeled, processed,or 
repacked elsewhere. 

3. From specifying artificial 
coloring, flavoring, and chem- 
cal preservative. 

4. From specifying ingredi¬ 
ents. 

5. From stating quantity of 
contents. 

6. From requirement as to 
furnishing parts of official 
samples. 

7 . From provisions as to new 
drugs. 

8. From requirement that 
drags and doviccs bear ade¬ 
quate directions for use. 


1. For certain containers of 

fruits and vegetables: 

Secretary shall make regula¬ 
tions exempting small open 
containers of fresh fruits and 
fresh vegetables from any la¬ 
beling requirement of act. 

(405) 

2. For articles to be processed, 

repacked, etc.: 

Secretary shall make regu¬ 
lations exempting from any 
labeling requirements of act, 
food which is, in accordance 
with practice of trade, to bo 
processed, labeled, or repacked 
in substantial quantities at 
establishments other than 
those where originally pro¬ 
cessed or packed—but exemp¬ 
tion is on condition that such 
food is not adulterated or mis¬ 
branded upon removal from 
such processing, labeling, or 
repacking establishment. 

(405) 

3. From specifying artificial 

coloring, artificial flavor¬ 
ing, preservative: 

Secretary shall make exemp¬ 
tions from requirement (to ex¬ 
tent that compliance is im¬ 
practicable) that any artificial 
flavoring,, artificial coloring, 
or chemical preservative 
should be stated on label to 
avoid misbranding. (403 (k)) 

(See No. 11 in column 3.) 

4. From specifying ingredients: 

Secretary shall make exemp¬ 
tions from requirement (to ex¬ 
tent that compliance is im¬ 
practicable or results in decep¬ 
tion or unfair competition) 
that for certain foods, label 
state names of ingredients to 
avoid misbranding. (403 (i)) 

(See No. 9 in column 3.) 

5. From staling quantity of con¬ 

tents: 

Secretary shall make regula¬ 
tions exempting small pack¬ 
ages from, and permitting 
variations from, requirement 
that packaged food should, in 
order not to be misbranded, 
have accurate statement of 
quantity of contents in terms 
of weight, measure, or numeri¬ 
cal count. (403 (e)) 

0. From furnishing parts of 
samples: 

Secretary authorized, by 
regulations, to make reason¬ 
able exceptions from and im¬ 
pose reasonable terms and con¬ 
ditions relating to prevision 
that: Where sample of article 
is collected for analysis, Secre¬ 
tary shall upon request pro¬ 
vide part thereof for examina¬ 
tion or analysis by any person 
named on label of article, or 
owner thereof, or his attorney 
or agent. (702 (b)) 

(See column 25.) 


Imports and ex¬ 
ports 
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1. Secretary 
shall jointly with 
Secretary of Treas¬ 
ury, make regula¬ 
tions for efficient 
enforcement of 
section 801 regard¬ 
ing imports and 
exports, excopt as 
otherwise pro¬ 
vided therein. 
Such regulations 
shall be promul¬ 
gated !n such man¬ 
ner and take effect 
at such time after 
due notice, as 
Secretary of Agri¬ 
culture shall deter¬ 
mine. (701 (b)) 

(See column 18.) 

2. Where con¬ 
signee of imported 
article which has 
been refused ad¬ 
mission, wishes to 
avoid destruction 
of article by ex¬ 
porting it, such 
export to be under 
regulations pre¬ 
scribed by Secre¬ 
tary of Treasury. 

(801 (b)) 

(See column 18.) 


GENERAL AUTHORITY 
AND PROCEDURE 


1. General authority. 

2. Holding of hearings. 

3. Orders based on hearings. 


EMERGENCY CONTROL 
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1. General authority: 

Authority to make regulations 
for efficient enforcement of act is 
vested in Secretary of Agriculture 
(except as powers are granted to 
Secretary of Treasury in matter of 
exports and imports). (701 (a)) 

(See column 18.) 

2. Holding of hearings: 

(а) Hearings authorized or re¬ 
quired by act shall be conducted 
by Secretary or such officer or em¬ 
ployee as he may designate. 

(701 (c)) 

(б) Secretary, on own initiative, 
or on application of any interested 
industry or substantial portion 
thereof stating reasonable grounds 
therefor, shall hold public hearing 
upon proposal to issue, amend, or 
repeal any regulation contem¬ 
plated by sections of act dealing 
with: 

(1) A definition and standard of 
identity, a standard of quality and 
standards of fill of container. 

(2) Information required on label 
as to dietary properties of food. 

(3) Emergency permit control of 
food. 

(4) Limitation of quantity of 
added poisonous or added deleteri¬ 
ous substances to food. 

(5) Listing and certifying of coal- 

tar colors. (701 (e)) 

(c) Secretary shall give appro¬ 

priate notice of hearing, and notice 
shall state proposal in general 
terms and specify time and place 
for public hearing to be held there¬ 
on not less than 30 days after date 
of notice: except that hearings in¬ 
volving emergency permit control 
may be held within reasonable 
time to be fixed by Secretary, after 
notice thereof. (701 (e)) 

(d) At hearing, any interested 
person may be heard in person or 
by his representative. (701 (e» 

(e) Certified copy of transcript 

of record and proceedings shall be 
furnished by Secretary to any in¬ 
terested party at his request, and 
payment of costs thereof, and shall 
be admissible in any criminal, 
libel for condemnation, exclusion 
of imports, or other proceeding 
arising under or in respect to this 
act, irrespective of whether pro¬ 
ceedings with respect to order have 
previously been instituted or be¬ 
come final under provisions of 
701 (f). (701 (g)) 

(Regarding judicial review, see 
columns 2S, 29.) 

3. Orders based on hearings: 

As soon as practicable after com¬ 
pletion of hearing, Secretary shall 
by order make public his action in 
issuing, amending, or repealing 
regulations or determining not to 
take such action. Order shall be 
based on substantial evidence of 
record at hearing and shall set 
forth detailed findings of fact on 
which order is based. No such 
order shall take effect prior to 
ninetieth day after issued; except 
that if Secretary finds emergency 
conditions exist, necessitating 
earlier effective date, order shall 
specify findings as to such condi¬ 
tions and shall take effect at such 
earlier date as Secretary shall spec¬ 
ify therein to meet emergency. 

(701 (e» 

(For judicial review of orders, 
see columns 28, 29.) 
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1. Whenever Secretary finds 
after investigation that distri¬ 
bution in interstate commerce 
of any class of food may, by 
reason of contamination with 
micro-organisms during man¬ 
ufacture, processing, or pack¬ 
ing thereof in any locality, be 
injurious to health, and that 
such injurious nature cannot 
be adequately determined 
after such articles have entered 
interstate commerce, ho then, 
and in such case only, shall 
promulgate regulations pro¬ 
viding for issuance, to manu¬ 
facturers, processors, or pack¬ 
ers of such class of food in such 
lotality, of permits to which 
shall bo attached such condi¬ 
tions governing the manufac¬ 
ture, processing, or packing of 
such class of food, for such 
temporary period of time, as 
may be necessary to protect 
public health; and after effec¬ 
tive date, of such regulations 
and during such temporary 
period, there shall not he intro¬ 
duced or delivered for intro¬ 
duction into interstate com¬ 
merce any such food manufac¬ 
tured, processed, or packed by 
any such manufacturer, pro¬ 
cessor, or packer, unless he 
holds such permit. (404 (a)) 

2. Secretary is authorized to 

suspend any such permit im¬ 
mediately upon notice, if it is 
found that any of conditions of 
permit have been violated. 
Holder of suspended permit is 
privileged at all times to apply 
for reinstatement and Secre¬ 
tary shall, immediately after 
prompt hearing and inspec¬ 
tion of establishment, rein¬ 
state such permit if it is found 
that adequate measures have 
been taken to comply with 
and maintain conditions of 
permit, as originally issued or 
as amended. (404 (b)) 

3. Any officer or employee 

designated by Secretary shall 
have access to any factory or 
establishment, operator of 
which holds permit, for seeing 
whether conditions of permit 
are being complied with, and 
denial of access shall be ground 
for suspension of permit until 
such access is freely given by 
operator. (404 (c)) 


NEW DRUGS 


1. General authority and conditions 
as to applications. 

2. Service of orders. 
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1. Suspension of granted application. 

2. Revocation of refusal of application. 

3. Appeal from suspension or refusal. 

4. Exemptions. 
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TOLERANCES 
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1. Secretary’s 
regulations shall 
permit reasonable 
variations from re¬ 
quirement that in¬ 
formation on label 
of packaged food 
should include ac¬ 
curate statement of 
quantity of contents 
in terms of weight, 
measure, or nu¬ 
merical count. 

(403 (e)) 

2. Requirement 
that confectionery 
should not con¬ 
tain alcohol, not 
applicable to con¬ 
fectionery by 
reason of its con¬ 
taining less than 
one-half of 1 per 
centumbyvolume 
of alcohol derived 
solely from flavor¬ 
ing extracts. 

(402 (d)) 

3. Where added 
poisonous or added 
deleterious sub¬ 
stance is required 
in production of 
food or cannot be 
avoided by good 
manufacturing 
practice, regula¬ 
tions by Secretary 
shall limit quantity 
therein or thereon 
to extent he finds 
necessary for pro¬ 
tecting public 
health. (400 (a)) 

(See column 8.) 


EXEMPTIONS 


To persons 
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To products 
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1. No person is sub¬ 
ject to fine and im¬ 
prisonment penalties 
(see column 20) for: (a) 
Having received ar¬ 
ticle in interstate com¬ 
merce and in good 
faith delivered it or 
proferred delivery (un¬ 
less refuses to furnish 
name and address of 
person from whom he 
purchased or received 
article and copies of 
any documents per¬ 
taining to tho delivery 
to him. (303 (c) (1)) 
Or for: (6) Having in¬ 
troduced or delivered 
for introduction into 
interstate commcrco 
any food in violation 
of prohibitions as to 
adulteration or mis¬ 
branding, or in viola¬ 
tion of emergency per¬ 
mit regulations, if he 
establishes guaranty 
or undertaking con¬ 
taining signature and 
address of United 
States resident from 
whom he received ar¬ 
ticles in good faith, 
that no such violation 
has occurred. 

(303 (c) (2)) 

Or for: (c) Having in¬ 
troduced or delivered 
for introduction into 
interstate commerce 
any food adulterated 
by coal-tar color which 
was not from a certi¬ 
fied batch, if he estab¬ 
lishes guaranty or un¬ 
dertaking containing 
signature and address 
of manufacturer of the 
color, to effect that 
such color was from 
certified batch. 

(303 (c) (3)) 

2. Evidence obtained 
by inspecting records 
under section 703 (see 
column 26) shall not be 
used in criminal prose¬ 
cution of person from 
whom obtained. (703) 

3. Carriers, although 
subject to provisions 
regarding access to 
records, shall not be 
subject to other pro¬ 
visions of act by 
reason]of their receipt, 
carriage, holding, or 
delivery of food, in 
usual course of busi¬ 
ness as carriers. (703) 


IMPORTS 

AND 

EXPORTS 
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1. Secretary shall establish ex¬ 
emptions to small packages from 
requirement that packaged food in 
order not to be misbranded should 
have label with accurate state¬ 
ment of quantity of contents. 

(403 (e) (2)) 

2. Secretary’s regulations shall 

exempt from labeling require¬ 
ments, (a) small open containers of 
fresh fruits and fresh vegetables and 
(b) food which is, by practice of tho 
trade, to be processed, labeled, or re¬ 
packed in substantial quantities at 
establishments other than those 
where originally processed or 
packed—but exemption is on con¬ 
dition food is not adulterated or 
misbranded on removal from such 
other establishment. (405) 

3. Provision that food adul¬ 
terated if has coal-tar color other 
than from certified batch is not 
applicable to citrus fruit, if appli¬ 
cation for listing of color has not 
been acted on by Secretary and 
such color was commouly used to 
color citrus fruit prior to act. 

(402 (c)) 

4. Provision that (with certain 
exceptions) confectionery adul¬ 
terated if contains nonnutritive 
article or substance is not appli¬ 
cable to chewing gum by reason of 
its containing harmless, nonnutri¬ 
tive masticatory substances. 

(402 (d)) 

(See column 2 (D).) 

5. Secretary shall establish ex¬ 
emptions (to oxtent that compli¬ 
ance is impracticable or results in 
deception or unfair competition) 
from requirement that: For food 
for which no definition and stand¬ 
ard of identity has been estab¬ 
lished, label shall state common or 
usual name of each ingredient, with 
exception that spices, flavorings, 
and colorings, other than those sold 
as such, may be designated as 
spices, flavorings, and colorings 
without naming each. (403 (i)) 

And provisions of above para¬ 
graph with respect to artificial 
coloring shall not apply in case of 
butter, cheese, or ice cream. (403 (k)) 

6. Provisions of 403 (g) with re¬ 
spect to artificial coloring (see No. 
7 under column 3) shall not apply 
in case of butter, cheese, or ice cream. 

(403 (k)) 

7. Secretary shall establish ex¬ 

emptions (to extent compliance is 
impracticable) from requirement 
that any artificial flavoring, artificial 
coloring, or chemical preservative bo 
stated on label to avoid misbrand¬ 
ing. Requirement as to artificial 
coloring shall not apply to butter, 
cheese, or ice cream. (403 (k)) 

8. Secretary shall not, with cer¬ 
tain exceptions (see columns 5 and 
6) establish any definitions, stand¬ 
ards of identity, or standards of 
quality for fresh or dried fruits, 
fresh or dried vegetables, or butter. 

(401) 

9. Article intended for export and 

not sold or offered for sale in do¬ 
mestic commerce is not subject to 
the adulteration and misbranding 
provisions if it accords to specifl- 
fications of foreign purchaser, is 
not in conflict with laws of coun¬ 
try to which intended for export, 
and is labeled on outside of ship¬ 
ping package to show it is intended 
for export. (801 (d)) 

10. See also No. 2 in column 31. 


ENFORCEMENT 


JUDICIAL REVIEW OF CERTAIN 
REGULATIONS 


Injunctions 
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1. Imports: 

(a) Secretary of Treas¬ 
ury shall deliver to 
Secretary of Agricul¬ 
ture, on his request, 
samples of food being 
imported or o Cored 
for import into United 
States, giving notice 
thereof to owner or 
consignee, who may 
appear before Secre¬ 
tary of Agriculture 
and have right to in¬ 
troduce testimony. If 
appears from exami¬ 
nation of samples or 
otherwise that article 
has been manufac¬ 
tured, processed, or 
packed under insani¬ 
tary conditions, or: 

(1) Is forbidden or 
restricted in sale in 
country where pro¬ 
duced or from which 
exported, or: 

(2) Is adulterated or 
misbrandod—thou 
such article shall be re¬ 
fused admission. 

(801(a)) 

(5) Secretary of 
Treasury shall refuse 
delivery to consignee 
and cause destruction 
of article refused ad¬ 
mission unless it is ex¬ 
ported by consignee 
within 3 months from 
date of notice of re¬ 
fusal, under such regu¬ 
lations as Secretary of 
Treasury may pre¬ 
scribe. 

However, ponding 
examination and deci¬ 
sion, Secretary of 
'ITeasury may deliver 
article to consignee on 
execution of bond as 
liquidated damages 
for full invoice value 
thereof and duty there¬ 
on; and upon con¬ 
signee’s refusal to re¬ 
turn article or part 
thereof to Secretary 
of Treasury when de¬ 
manded for any pur- 

a ho shall forfeit 
, as liquidated 
damages. (801 (b)) 
(c) Charges for stor¬ 
age, cartage, and labor 
on article refused ad¬ 
mission or delivery 
shall be paid by owner 
or consignee and in 
default of such pay¬ 
ment shall constitute 
lien against any future 
importations made by 
owner or consignee. 

(801 (c)) 

2. Exports: 

Article intended for 
export shall not be 
deemed adulterated 
or misbranded if it: 

(a) Accords to speci¬ 
fications of foreign 
purchaser; 

(b) Is not in conflict 
with laws of country 
to which it is intended 
for export; and 
(c) Is labeled on out- 
sido of shipping pack¬ 
age to show it is in¬ 
tended for export. 
But if such article is 
sold or offered for sale 
in domestic commerce, 
this subsection shall 
not exempt it from 
any provisions of this 
act. (801 (d)) 


1. District Courts of 
United States, and 
United States Courts 
of Territories shall 
have jurisdiction for 
cause shown, and sub¬ 
ject to provisions of 
section 17 (relating to 
notice to opposite 
party) of Clayton 
Act, of October 15, 
1014, as amended, to 
restrain the doing of 
any of the prohibited 
acts listed in section 
301, except paragraphs 
(e), (f), (h), (i), and 
O'). 

(See column 4.) 

(302 (a)) 


SEIZURES 


Criminal proceedings 

1. Procedure. 

2. Fine and impris¬ 
onment. 
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2. Where violation 
of injunction or re¬ 
straining order issued 
under this section also 
constitutes violatiou 
of act, trial shall be 
by court; or on de¬ 
mand of accused shall 
be by jury. Trial 
shall be conducted in 
accordance with prac¬ 
tice and procedure 
applicable to proceed 7 " ‘ 
ings under section 22 
of Clayton Act of 
October 15, 1914, as 
amended. (302 (b)) 


3. Proceeding to re¬ 
strain violations of 
act shall bo by and 
in name of United 
States. Notwith¬ 
standing provisions of 
section 876 of Revised 
Statutes, subpenas for 
witnesses who are re¬ 
quired to attend a 
court of United States, 
in any district, may 
run into any other 
district in any such 
proceeding. (307) 


1. Procedure: 

(a) Before any vio¬ 
lation of act Is report¬ 
ed by Secretary to any 
United States attor¬ 
ney for Institution of a 
criminal proceeding, 
person against whom 
such proceeding is 
contemplated shall be 
given appropriate no¬ 
tice and an opportun¬ 
ity to present his 
views either orally or 
in writing, with regard 
to such contemplated 
proceeding. (305) 

(b) Proceedings for 
enforcement of act 
shall be by and in 
name of United States. 
Notwithstanding pro¬ 
visions of section 876 of 
Revised Statutes, sub¬ 
penas for witnesses 
who are required to 
attend a court of 
United States, in any 
district, may run into 
any other district in 
any such proceedings. 

(307) 


General authority 
and procedure 
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1. Limitation o n 
number of libels for 
misbranding. 

2. Removal of cer¬ 
tain such libels to 
another district. 
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2. Fine and imprison¬ 
ment: 


(а) Any person com¬ 
mitting any of pro¬ 
hibited acts listed in 
section 301 (see column 
4) shall be guilty of mis¬ 
demeanor and on con¬ 
viction be subject to 
imprisonment for not 
more than 1 year or 
fine of not more than 
$1,000, or both; and if 
violation is committed 
after conviction of 
such person under this 
section has become 
final, shall be subject 
to imprisonment for 
not more than 3 years, 
or fine of not more 
than $10,000, or both. 

(303 (a)) 

(б) Notwithstand¬ 
ing above provisions, 
if violation of section 
301 is with intent to 
defraud or mislead, 
penalty shall be im¬ 
prisonment for not 
more than 3 years or 
fine of not more than 
$10,000, or both. 

(303 (b)) 

(c) Certain persons 
not subject to penal¬ 
ties of 303 (a) above. 

(See column 16.) 


1. Any food that is 
adulterated or mis¬ 
branded when Intro¬ 
duced into or while in 
interstate commerce, 
or which may not, be¬ 
cause of emergency 
permit regulations, be 
introduced into inter¬ 
state commerce, shall 
be iiable to be pro¬ 
ceeded against while 
in interstate com¬ 
merce, or at any time 
thereafter, on libel of 
information and con¬ 
demned in any dis¬ 
trict court of United 
States within jurisdic¬ 
tion of which article 
is found, subject to 
certain limitations on 
number of libel pro¬ 
ceedings. (See next 
column.) (304 (a)) 

2. The article shall 

be liable to seizure by 
process pursuant to 
the libel, and proce¬ 
dure in cases under 
this section shall con¬ 
form. as nearly as may 
be. to procedure in ad¬ 
miralty; except that on 
demand of either par¬ 
ty any issue of fact 
joined in any such 
case shall be tried by 
jury. (304 (b)) 

3. At any time after 
seizure, up to a reason¬ 
able time before trial, 
court shall by order 
allow any party to a 
condemnation pro¬ 
ceeding, his attorney 
or agent, to obtain 
representative sample 
of article seized (and 
as regards fresh fruits 
or fresh vegetables, a 
true copy of analysis 
on which proceeding is 
based and any identi¬ 
fying marks or num¬ 
bers of packages from 
which samples ana¬ 
lyzed were obtained). 

(304 (c)) 

4. When decree of 

condemnation is en¬ 
tered against article, 
court costs and fees, 
and storage and other 
proper expenses, shall 
be awarded against per¬ 
son, if any, interven¬ 
ing as claimant of arti¬ 
cle. (304 (e)) 


1. Limitation on num¬ 
ber: 

For any alleged mis¬ 
branding, not more 
than one libel for con¬ 
demnation shall be 
instituted and if there 
is already one such 
proceeding pending in 
a court, no additional 
libel proceedings based 
on same alleged mis¬ 
branding shall be in¬ 
stituted. But, fore¬ 
going limitations shall 
not apply where: (1) 
Such misbranding has 
been basis of prior 
judgment in favor of 
United States in a 
criminal injunction or 
libel for condemna¬ 
tion proceeding under 
this act, or (2) Secre¬ 
tary has probable 
cause to believe from 
facts found, without 
hearing, by him or 
any officer or em¬ 
ployee of Department, 
that the misbranded 
article is dangerous to 
health or that its label¬ 
ing is fraudulent, or 
would be in a material 
respect misleading to 
the injury or damage 
of purchaser or con¬ 
sumer. (304 (a)) 

2. Removal to another 
district: 

In any case where 
number of libel pro¬ 
ceedings for misbrand¬ 
ing is limited to one as 
above provided, the 
proceeding pending or 
instituted shall, on 
application of claim¬ 
ant seasonably made, 
be removed for trial to 
any district agreed on 
by stipulation be¬ 
tween parties, or (in 
case of failure to so 
stipulate within reas¬ 
onable time) claimant 
may apply to court of 
district in which seiz¬ 
ure has been made, 
and such court (after 
giving United States 
attorney for district 
reasonable notice and 
opportunity to be 
heard) shall by order, 
unless good cause to 
contrary is shown, 
specify a district of 
reasonable proximity 
to claimant’s princi¬ 
pal place of business, 
to which case shall be 
removed for trial. 

(304 (a)) 

Clerk of court from 
which removal is 
made shall promptly 
transmit to court in 
which case is to be 
tried, ail records in the 
case necessary for such 
court’s exercising ju¬ 
risdiction. And such 
court shall have same 
powers and duties, for 
purposes of the case, 
that the court from 
which removal was 
made would have had 
if case had not been 
removed. (304 (f)) 


Consolidation of li¬ 
bels involving same 
claimant and issues 
in different jurisdic¬ 
tions 
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Disposal of 
condemned articles 


Where libel for con¬ 
demnation proceed¬ 
ings involving same 
claimant and same 
issues of adulteration 
or misbranding are 
pending in two or 
more jurisdictions, 
they shall upon appli¬ 
cation of claimant 
seasonably made to 
court of one such juris¬ 
diction, be consolidat¬ 
ed for trial by order of 
such court and tried in 

(1) any district se¬ 
lected by claimant 
where one of such pro¬ 
ceedings is pending, or 

(2) a district agreed on 
by stipulation be¬ 
tween parties. If no 
order for consolidation 
is so made within 
reasonable time, 
claimant may apply 
to court of one such 
jurisdiction and such 
court (after giving 
United States attor¬ 
ney for district rea¬ 
sonable notice and 
opportunity to be 
beard) shall by order, 
unless good cause to 
contrary is shown, 
specify a district of 
reasonable proximity 
to claimant’s principal 
place of business, in 
which all such pend¬ 
ing proceedings shall 
be consolidated for 
trial and tried. But 
order of consolidation 
shall not apply so as to 
require removal of any 
case whose date for 
trial has been fixed. 
Court granting order 
of consolidation shall 
promptly notify other 
courts having juris¬ 
diction of cases cov¬ 
ered thereby. 

(304 (b)) 

Clerk of court from 
which removal is 
made shall promptly 
transmit to court in 
which case is to be 
tried, all records in the 
case necessary for such 
court’s exercising ju¬ 
risdiction. And such 
court shall have same 
powers and duties, 
for purposes of the 
case, that the court 
from which removal 
was made would have 
had if case had not 
been removed. 

(304 (0) 


EXAMINATION, INVESTIGATION, 
INSPECTION 


General investigation, 
examination, sam¬ 
pling 
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Condemned food 
shall, after entry of 
decree, be disposed of 
by destruction or sale 
as court may In ac¬ 
cordance with provi¬ 
sions of this section, 
direct; and proceeds 
thereof, if sold, less 
legal costs and charges, 
shall be paid into 
United States Treas¬ 
ury. But such article 
shall not be sold under 
such decree contrary 
to provisions of this 
act or laws of jurisdic¬ 
tion in which sold. 

However, after entry 
of decree and upon 
payment of costs of 
such proceedings and 
execution of good and 
sufficient bond condi¬ 
tioned that such arti¬ 
cle shall not be sold 
or disposed of con¬ 
trary to provisions 
of act or laws of any 
State or Territory in 
which sold, court may 
by order direct that 
such article be deliver¬ 
ed to owner to be de¬ 
stroyed or brought into 
compliance with pro¬ 
visions of act, under 
supervision of officer 
or employee desig¬ 
nated by Secretary; 
and expenses of such 
supervision shall be 
paid by person ob¬ 
taining release of arti¬ 
cle under bond. (But 
where food is con¬ 
demned because it 
may not under emer¬ 
gency permit regula¬ 
tions be introduced 
into interstate com¬ 
merce, it shall be dis¬ 
posed of by destruc¬ 
tion.) (304 (d)) 
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1. Access to record*. 

2. Factory inspec¬ 
tion. 
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1. Secretary author¬ 
ized to conduct exam¬ 
inations and investi¬ 
gations for purposes of 
act, through officers 
and employees of De¬ 
partment of Agricul¬ 
ture or through any 
health, food, or drug 
officer or employee of 
any State, Territory, 
or political subdivi¬ 
sion thereof duly com¬ 
missioned by Secre¬ 
tary as an officer of 
Department. 

In the case of food 
packed in a Territory, 
Secretary shall at¬ 
tempt to inspect it at 
first point of entry 
within any State or 
District of Columbia, 
when in his opinion, 
and with due regard 
to enforcement of all 
provisions of act, fa¬ 
cilities at his disposal 
will permit such in¬ 
spection. (702 (a)) 

2. Where sample of 
food is collected for 
analysis, Secretary 
shall on request pro¬ 
vide part of such offi¬ 
cial sample for exami¬ 
nation or analysis by 
any person named on 
label of article, or own¬ 
er thereof or his attor¬ 
ney or agent. (But: 
Secretary authorized 
by regulations to make 
such reasonable excep¬ 
tions, terms, and con¬ 
ditions relative to op¬ 
eration of this subsec¬ 
tion as he finds neces¬ 
sary for proper ad¬ 
ministration of act.) 

(702 (b» 


DIFFERENT 
TREATMENT 
FOR MINOR 
VIOLATIONS 
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1. Access to records: 

(а) Records of any 
department or inde¬ 
pendent establish¬ 
ment in executive 
branch of the Govern¬ 
ment shall be open to 
inspection by any 
official of Department 
of Agriculture duly 
authorized by Secre¬ 
tary to make such in¬ 
inspection. (702 (c)) 

(б) Carriers engaged 

in interstate com¬ 
merce, and persons re¬ 
ceiving food in inter¬ 
state commerce or 
holding such articles 
so received, shall on 
request of officer or 
employee designated 
by Secretary, permit 
such officer or employ¬ 
ee at reasonable times 
to have access to and 
to copy all records 
showing movement of 
any food in interstate 
commerce or holding 
thereof during or after 
such movement, and 
quantity, consignee, 
and shipper thereof. 
Unlawful for such car¬ 
rier or person to fail to 
permit access to and 
copying of records 
when request is ac¬ 
companied by written 
statement specifying na¬ 
ture or kind of food to 
which such request 
relates. (703) 

(See also No. 2 and 
No. 3, in column 16.) 

2. Factory inspection: 

Officers or employ¬ 
ees designated by Sec¬ 
retary, after first mak¬ 
ing request and ob¬ 
taining permission 
(see No. 6 in column 4) 
of owner, or operator, 
or custodian thereof, 
are authorized: 

(1) To enter, at reas¬ 
onable times, any fac¬ 
tory, warehouse, or es¬ 
tablishment in which 
food is manufactured, 
processed, packed, or 
held, for introduction 
into interstate com¬ 
merce or is held after 
such introduction: or 
to enter any vehicle 
being used to trans¬ 
port or hold such food 
in interstate com¬ 
merce; and (2) to in¬ 
spect at reasonable 
times, such factory, 
warehouse, establish¬ 
ment, or vehicle and 
all pertinent equip¬ 
ment, finished and un¬ 
finished materials, con¬ 
tainers, and labeling 
therein. (704) 


Nothing in this 
act shall be con¬ 
strued as requiring 
Secretary to report 
for prosecution or 
for institution of 
libel or injunction 
proceedings, mi¬ 
nor violations of 
this act whenever 
he believes that 
public interest will 
be adequately 
servod by a suit¬ 
able written notice 
of learning. (306) 


Remedies available 
for obtaining judicial 
review 
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1. In case of actual 
controversy as to va¬ 
lidity of any order re¬ 
garding issuance, 
amendment, or repeal 
of certain regulations 
(i. e., those listed in 
columns 5, 6, 7, 8— 
omitting that as to re¬ 
quests for samples) 
any person who will be 
adversely affected by or¬ 
der may at any time 
prior to ninetieth day 
after issuance of order, 
file petition with Unit¬ 
ed Statu Circuit Court 
of Appeals for circuit 
wherein parson resides 
or has principal place 
of business, for judi¬ 
cial review of order. 
Summons and peti¬ 
tion may be served at 
any place in United 
States; and promptly 
upon such service, 
Secretary shall certify 
and file in court, tran¬ 
script of proceedings 
and record on which 
he based his order. 

(701 (f) (1)) 

2. Judgment of 
court affirming or set¬ 
ting aside wholly or 
partly, Secretary’s or¬ 
der, shall be final, sub¬ 
ject to review by Su¬ 
preme Court of United 
Statu on certiorari or 
certification as pro¬ 
vided in sections 239 
and 240 of Judicial 
Code, as amended. 

(701 (f) (4)) 

3. Above remedies 
for judicial review 
shall be in addition to 
and not in substitution 
for any other remedies 
provided by law. 

(701 (0 (6)) 

4. Action instituted 
for judicial review 
shall survive notwith¬ 
standing change in 
person occupying of¬ 
fice of Secretary, or 
any vacancy in such 
office. (701 (0 (5)) 


Scope of review 

1. General. 

2. When court may 
order additional evi¬ 
dence taken before 
Secretary. 


29 


MISCELLA¬ 

NEOUS 


1. Publicity 
to decisions and 
to information 
aiding the con¬ 
sumer. 

2. Limited 
control over ad¬ 
vertising. 
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1. General: 

(a) Findings of Sec¬ 
retary as to facts, if 
supported by substan¬ 
tia] evidence shall be 
conclusive. 

(701 (0 (3)) 

(b) Court shall have 
jurisdiction to affirm 
or set aside order in 
whole or in part, tem¬ 
porarily or permanent¬ 
ly. And if order is 
one which refuses to 
issue, amend, or repeal 
a regulation, and order 
is not in accordance 
with law, court shall 
by its judgment order 
Secretary to take action 
regarding such regula¬ 
tion, in accordance 
with law. 

(701 (0 (3)) 

2. When court may 
order additional 
evidence taken be¬ 
fore Secretary: 

If petitioner for re¬ 
view applies to court 
for leave to adduce 
additional evidence 
and satisfies court 
that such evidence is 
material, and there 
were reasonable 
grounds for failure to 
adduce such evidence 
in proceeding before 
Secretary, court may 
order such additional 
evidence (and evi¬ 
dence in rebuttal 
thereof) to be taken 
before Secretary and 
to be adduced upon 
the hearing in such 
way as to the court 
may seem proper. Sec¬ 
retary may modify bis 
findings as to facts or 
make new findings, by 
reason of the addition¬ 
al evidence, and shall 
file such modified or 
new findings and his 
recommendation, if 
any, for modification 
or setting aside of his 
original order, with re¬ 
turn of such additional 
evidence. (701 (0 (2)) 


RELATION TO OTHER LAWS 


1. To old Food and Drug Law. 

2. To other laws. 
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1. Publicity: 

(а) Secretary 
shall cause to be 
published from 
time to time, re¬ 
ports summariz¬ 
ing all judgments, 
decrees, and court 
orders rendered 
under the act in¬ 
cluding nature of 
charge and dispo¬ 
sition thereof. 

(705 (a)) 

(б) Secretary 
may also cause to 
be disseminated 
information re¬ 
garding food in sit¬ 
uations involving, 
in Secretary’s 
opinion, imminent 
danger to health or 
gross deception of 
consumer. Noth¬ 
ing in this section 
shall be construed 
to prohibit Secre¬ 
tary from collect¬ 
ing, reporting, and 
illustrating results 
of Department's 
investigations. 

(705 (b)) 

2. Limited control 
over advertis¬ 
ing: 

Act covers such 
advertising as ap¬ 
pears on label of 
article and matter 
accompanying the 
article. (See defi¬ 
nitions of "label” 
and "labeling” in 
column 1.) 

(201 (k)) 

(201 (m)) 


1. To old Food and Drug Law: 

Food and Drug Law of 1906, as amended, remains in force until 
effective date of new act, i. e., until June 25, 1939, with following excep¬ 
tions: 

(a) There shnll be effective Immediately after June 25, 1938, 

Secretary’s authority to make regulations and hold hearings under 
■section 701; and authority to designate food having common or usual 
names and to exempt such food for reasonable time from requirement that 
label state common or usual names of ingredients, in order to permit 
making and application of definitions and standards of identity 
therefor. (002 ( a j) 

(b) There shall be effective immediately after May 2,1939, section 706 
as to listing and certification of coal-tar colors (see No. l In column 7). 
(Act of May 2,1939, c. 107, title I, 53 Stat. 631.) 

(c) Effective date of labeling provisions in sections 402 (c); 403 (c) 
(1); 403 (g), (h), (i), (j), (k) (see column 3) is postponed until January 
l, 19to. (Act of June 23,1939, c. 242, sec. 1 (a), 53 Stat. 853.) 

(d) Secretary shall make regulations further postponing to July 1, 
191,0, effective date of provisions in (c) above (excluding section 402 (c)) 
with respect to lithographed labeling manufactured prior to February 

1, 1939, and to containers bearing labeling which prior to February 1, 
1939, was lithographed, etched, stamped, pressed, printed, fused, or 
blown on or in such containers, where compliance with said foregoing 
provisions would be unduly burdensome by causing loss of valuable 
stocks of such labeling or containers and where such postponement 
would not prevent public interest from being adequately served. 
However, postponement shall not apply to labeling which would not 
have complied with Food and Drug A et of 1900, as amended. (Act of 
June 23, 1939, c. 242, sec. 1 (b), 53 Stat. 853.) 

(e)Provisions of Food and Drug Act of 1906, as amended, authoriz¬ 
ing Secretary to establish standard of quality, condition and/or fill 
of container for canned food, and requiring that if canned food falls 
below standard, that fact must be indicated on label; and all regu¬ 
lations promulgated under those provisions, and any parts of 1906 
act, as amended, relating to enforcement of those provisions and 
regulations, are to remain in force until January 1,191,0. (Act of June 
23, 1939, c. 242, sec. 2 (f0, 53 Stat. 853.) 

(J) Provisions of Food and Drug Act of 1906, as amended, to extent 
that they impose or authorize imposition of any requirement imposed 
by section 403 (k) of 1938 act regarding artificial flavoring, artificial 
coloring, and chemical pruervative (see No. 11 in column 3), are to 
remain in force until January 1,1940. (Act of June 23, 1939, c. 242 sec 
2 (b), 53 Stat. 853.) 

(g) Provisions of Food and Drug Act of 1906, as amended, providing 
for inspection and certification service upon application of packers of 
sea food shall remain in force and effect and be applicable to provisions 
of this act. (902 (a)) 

2. To other laws: 

(a) Following laws shall remain in force and effect and be applicable 
to provisions of this act: 

(1) Act of March 4,1923, defining butter and providing a standard 

therefor, 

(2) Act of July 24,1919, defining wrapped meats as in package form. 

(b) Meat and meat-food products arc exempt from provisions of act, 

to extent of application or extension thereto of Meat Inspection Act of 
March 4,1907, as amended. (902 (b)) 

(c) Nothing in act in any way affects, modifies, repeals, or super¬ 

sedes provisions of Virus, Serum, and Toxin Act of July 1, 1902; Filled 
Cheese Act of June 6, 1896; FiUed Milk Act of March 4,1923; or Import 
Milk Act of February 15, 1927. (902 (c)) 

(<f) Definitions and standards of Identity shall be effective for 
enforcement of act, notwithstanding definitions and standards in 
other laws of United States and regulations thereunder. (701 (d)) 


IL DRUGS AND DEVICES 


"Drug" means: (1) Articles recognized in official U.S. 
Pharmacopeia, official U. S. Homeopathic Pharma¬ 
copeia, or official National Formulary, or any sup¬ 
plement to any of them; and (2) articles intended for use 
in diagnosis, cure, mitigation, treatment, or prevention 
of disease in man or other animals; and (3) articles 
(other than food) intended to affect structure or any 
function of body of man or other animals; and (4) articles 
intended for use as component of any article specified in 
clause (1), (2), or (3); but does not include devices or 
their components, parts, or accessories. (201 (g)) 

“ Device ” means (except when used in sections of act 
referring to words, devices, etc., on labeling, and to 
identification devices): Instruments, apparatus, and 
contrivances, including their components, parts, and 
accessories, intended (1) for use in diagnosis, cure, miti¬ 
gation, treatment, or prevention of disease In man or 
other animals; or (2) to affect structure or any function 
of body of man or other animals. (201 (h)) 

"Official compendium" means: Official U. S. Pharma¬ 
copeia, official U. S. Homeopathic Pharmacopeia, 
official National Formulary, or any supplement to 
any of them. (2°! (J)) 

"Antiseptic": Representation of drug in its labeling 
as an antiseptic shall be considered a representation 
that It is a germicide, except in the case of a drug pur¬ 
porting to be or represented as an antiseptic for inhibi¬ 
tory use as a wet dressing, ointment, dusting powder, 
or such other use as involves prolonged contact with 
body. (201 (0)) 

"New drug" means: (1) Any drug which because of 
its composition is not generally recognized (among ex¬ 
perts qualified by scientific training and experience to 
evaluate safety of drugs) as safe for use under conditions 
prescribed, recommended, or suggested In labeling 
thereof (except that: Such a drug not so recognized Is not 
a “new drug” If at any time prior to enactment of this 
act, it was subject to Food and Drug Act of 1906, as 
amended, and if at such time its labeling contained 
tame representations concerning conditions of its use); 
or (2) any drug whose composition is such that as a re¬ 
sult of investigations to determine its safety for use 
under conditions prescribed, recommended, or sug¬ 
gested in labeling thereof, it has become recognized 
(among experts qualified by scientific training and ex¬ 
perience to evaluate safety of drugs) as safe for use under 
such conditions, but has not, otherwise than in such in¬ 
vestigations, been used to a material extent or for a 
material time under such conditions. (201 (p)) 

(Note.—For definitions of general terms not peculiar 
to food, drugs, devices, or Cbsmetics, see above in this 
column, among definitions for food.) 


Drug or device is adulterated under any of following conditions: 
1. Same as A (1) above, omitting the final “or” clause. 


(501 (a) (1)) 
(501 (a) (2)) 


2. Same as A (2) above. 

3. Same as A (3) above. (Note— Applies to drugs and not to devices.) 

(501 (a) (3)) 

4. It is a drug and it bears or contains, for purposes of coloring only, a 
coal-tar color other than one from a batch certified by Secretary. (501 (a) (4)) 

5. It is a drug and any substance has been (a) mixed or packed therewith 

so as to reduce Us quality or strength or (b) subslUuted wholly or in part there¬ 
for. (501 (d)) 

6. It purports to be, or is represented as, a drug whose name is recognized 

in an official compendium, and its strength differs from, or its quality or purity 
falls below, standard set forth in such compendium. However, not adul¬ 
terated under this paragraph if, although it differs from standard of strength 
quality, or purity stated in compendium the difference in strength, quality, or 
purity is plainly stated on label. (501 (b)) 

(Determination as to strength, quality, or purity shall be made in 
accordance with tests or methods of assay set forth in such compendium, except 
that where such tests or methods are not prescribed therein, or those that 
are prescribed are, in Secretary’s judgment, insufficient for making such 
determination, he shall bring such fact to attention of appropriate body 
charged with revision of compendium; and if such body fails within 
reasonable time to prescribe tests or methods of assay which in Secretary’s 
judgment are sufficient for making determinations of strength, quality, or 
purity, then he shall make regulations prescribing appropriate tests or 
methods for making such determinations.) (501 (b)) 

(Whenever drug Is recognized in both U. S. Pharmacopeia, and U. S. 
Homeopathic Pharmacopeia, shall be subject to requirements of the former, 
unless it is labeled and offered for sale as a homeopathic drug, in which case 
shall be subject to provisions of the latter and not to those of the former.) 

(501 (b)) 

7. It does not purport to be and is not represented as a drug recognized in 
an official compendium, and its strength differs from, or its purity or quality 
falls below, that which it purports or is represented to possess. (501 (c)) 


Drug or device is misbranded under any of following conditions: 
1. Same as No. 1 above. 


2. Same as No. 2 above. 

3. Same as No. 3 above. 

4. Same as No. 4 above, 
devices.) 

5. Same as No. 5 above. 


(Note.- 


(502 (a)) 
(502 (b)) 
(502 (c)) 

4, 5, and 6 apply to drugs and not to 
(502 (i) (l)) 

(502 (i) (3)) 


6. Same as No. 6 above (except that does not have “unless” clause). 

(502 (i) (2)) 

7. Its labeling does not bear (a) adequate directions for use; and (6) such 

adequate warnings against use in those pathological condUions or by children 
where its use may be dangerous to health, or against unsafe dosage, or 
methods or duration of administration or application in such manner and 
form as are necessary for protection of users (Provided, That where any 
requirement of clause (a) as applied to any drug or device is not necessary 
for protection of public health, Secretary shall make regulations exempting 
such drug or device from such requirement). (502 (f)) 


9. It is for use by man and contains any quantity of the narcotic or 
hypnotic substance alpha eucaine, barbituric acid, beta eucaine, bromal, 
cannabis, carbromal, chloral, coca, cocaine, codeine, heroin, marihuana, 
morphine, opium, paraldehyde, peyote, or sulfonmethane; or any 
chemical derivative of foregoing substances, which derivative has been by 
Secretary, after investigation, found to be, and by regulations designated 
as, habit forming; unless label bears name, and quantity or proportion of 
such substance or derivative and in juxtaposition therewith, statement: 
“Warning.—May be habit forming.” 

(502 (d) and Act of June 23, 1939, c. 242, sec. 3, 53 Stat 853 

10. It is a drug and is not designated solely by a name recognized in an 

official compendium, and its label does not bear: (a) Common or usual 
name of drug, if such there be; and (6) if fabricated from two or more 
ingredients, common or usual name of each active ingredient, including 
quantity, kind, and proportion of any alcohol, and also including, whether 
active or not, name and quantUy or proportion of any bromides, ether, 
chloroform, acetamlid, acetphenetidin, amidopyrine, antipyrine, atropine, 
hyoscine, hyoscyamine, arsenic, digitalis, digitalis glucosides, mercury, 
ouabain, strophanthin, strychnine, thyroid, or any derivative or preparation 
of any such substances, contained therein ( Provided, That to extent 
that compliance with requirements of clause (b) is impracticable, exemp¬ 
tions shall be established by Secretary’s regulations). (502 (e)) 

11. It purports to be a drug whose name is recognized in an official com¬ 
pendium and it is not packaged and labeled as prescribed therein (Provided, 
the method of packing may be modified with Secretary’s consent). 

(502 (g)) 

(Whenever drug is rec9gnized in both U. S. Pharmacopeia and U. S. 
Homeopathic Pharmacopeia, shall be subject to requirements of the former, 
with respect to packaging and labeling —unless it is labeled and offered for 
^ .l as . a J? omeo P athic d ™ g - in which case 11 sha1 ' he subject to provisions 
of the latter and not to those of the former.) (502 (g)) 

, “ has be ®“ foun <j hy Secretary to be a drug liable to deterioration and 

is not packaged in such form and manner, and label does not bear statement 
of such precautions, as Secretary shall by regulations require as necessary 
i? r i, P w tect on of P ubll c health. (But no such regulation shall be estab- 
hshedfor any drug recognized in an official compendium, until Secretary 
slmll have Informed appropriate body charged with revision of such com- 
pendium of need for such packaging or labeling requirements and such 
body shall have failed within reasonable time to prescribe such require- 
ments.) (S0 2 (h)) 


Same as above except that: 

(a) In No. 4, instead of “emer¬ 
gency permit regulations” read 
“regulations as to new drugs." 

(b) In No. 9, omit phrase “emer¬ 
gency permit regulations or.” 

(301 (a), (b), (c), (d), (e), (f), (g), 

(h), (i), 0), (k)) 

(c) Add following: 

Using on the labeling of any drug 
or in any advertising relating to 
such drug, of any representation or 
suggestion that an application with 
respect to such drug is effective 
under section 505 (as to “New 
drugs”) or that such drug complies 
with that section. (301(1)) 


1. Coal-tar colors: 

Same as above except that: 
After “suitable for use” read 
“in drugs for purposes of color¬ 
ing only." (504), (706) 

2. Requests for samples: 

Same as above. (Note.— 
Applies to drugs and not to 
devices.) (702 (h)) 


3. Tests or methods of 

assay: 

Secretary shall make 
regulations prescrib¬ 
ing tests or methods of 
assay for determining 
strength, quality, or 
purity of certain drugs 
under certain condi¬ 
tions. 

(See No. 6 in column 
2). (501(b)) 

4. Drugs liable to dete¬ 

rioration: 

Drugs found by Sec¬ 
retary to be liable to 
deterioration must, to 
avoid misbranding, be 
packaged and labeled 
in accordance with 
Secretary’s regula¬ 
tions. 

(See No. 12 in column 
3.) (502 (h)) 

5. Habit-forming drugs: 

Where chemical de¬ 
rivatives of certain 
drugs have bcon desig¬ 
nated by Secretary’s 
regulations as habit 
forming, drugs con¬ 
taining such deriva¬ 
tives should bear cer¬ 
tain statements on 
label to avoid mis¬ 
branding. 

(See No. 9 in column 
3 .) (502 (d)) 
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2. For articles to be processed, 
repacked, etc.: 

Same as No. 2 above except 
that the exemption is to be 
from “any labeling or packag¬ 
ing requirement. . 

(503 (a)) 

4. From specifying ingredients: 

Secretary shall make exemp¬ 
tions (to extent that compli¬ 
ance is impracticable) from re¬ 
quirement that where a drug 
is not designated solely by a 
name recognized in official 
compendium, label shall bear 
names and quantities of cer¬ 
tain ingredients (see No. 10 in 
column 3) to avoid misbrand¬ 
ing. (502 (e)) 

5. From stating quantity of con¬ 

tents: 

Same as No. 5 above. 

(502 (b)) 

(And see also No. 4 preced¬ 
ing the present item.) 

6. From furnishing parts of 

samples: 

Same as No. 6 above. 

7. From provisions as to new 1 

drugs: 

Secretary shall make regula¬ 
tions for exempting from oper¬ 
ation of section 505 (as to new 
drugs) drugs intended solely 
for Investigational use by ex- , 
perts qualified by scientific I 
training and experience to in¬ 
vestigate safety of drugs. 

(505 (i)) 

8. From requirement that label- 

i ng bear adequate directions 
for use: 

Secretary shall make exemp¬ 
tions from requirement that 
(where requirement not neces¬ 
sary for protection of public 
health) labeling of drug or de¬ 
vice bear adequate directions 
for use in order to avoid mis¬ 
branding. (502 (f)) 


Same as above. 
(701 (b)) 
(801 (b)) 
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Same as above except that in 9(b) 
list of regulations should read: 

1. Prescribing of methods for 
testing and assay of drugs. 

2. Designation of certain deriva¬ 
tives of substances as habit form¬ 
ing. 

3. Prescribing of the packaging 
and labeling of drugs liable to de¬ 
terioration. . 

4. Listing and certifying of coal- 

tar colors. (701 (a)) 

(701 (c)) 
(701 (e)) 
(701 (g)) 
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13 


1. General authority and conditions as to 

applications: 

(а) No person shall introduce or de¬ 

liver for introduction into interstate 
commerce any new drug, unless an 
application filed pursuant to subsec¬ 
tion (6) below is effective with respect 
to such drug. (505 (a)) 

(б) Any person may file with Secre¬ 

tary an application with respect to any 
drug subject to provisions of subsec¬ 
tion (a) above. Such person shall 
submit as part of application: (1) Full 
reports of investigations which have 
been made to show whether or not 
such drug is safe for use; (2) full list of 
articles used as components thereof; 
(3) full statement of composition there¬ 
of; (4) full description of methods used 
in, and facilities and controls used for, 
its manufacture, processing, and pack¬ 
ing; (5) such samples thereof and of 
articles used as components thereof, as 
Secretary may require; and (6) speci-| 
mens of labeling proposed to be used 
therefor. (505 (b» 

(c) An application provided for in 

subsection (6) above shall become 
effective on sixtieth day after filing 
thereof, unless prior to such day, Secre¬ 
tary by written notice to applicant 
postpones effective date to such time 
(not more than 180 days after filing) as 
Secretary deems necessary to enable 
him to study and investigate appli¬ 
cation. x (505 (c)) 

(d) If Secretary finds, after due no¬ 
tice to applicant and giving him oppor¬ 
tunity for hearing, that (1) the investi¬ 
gations mentioned in subsection (6) 
above do not include adequate tests by 
all methods reasonably applicable to 
show whether or not such drug is safe 
for use under conditions prescribed, 
recommended, or suggested in pro¬ 
posed labeling thereof; (2) results of 
such tests show that such drug is un¬ 
safe for use under such conditions, or 
do not show that such drug is safe for 
use under such conditions; (3) meth¬ 
ods used in, and facilities and controls 
used for, manufacture, processing, and 
packing of such drug are inadequate 
to preserve its identity, strength, qual¬ 
ity, and purity; or (4) upon basis of 
information submitted to him as part 
of application, or on basis of any other 
information before him with respect to 
such drug, he has insufficient infor¬ 
mation to determine whether it is safe 
for use under such conditions, he shall, 
prior to effective date of application, 
issue an order refusing to permit appli¬ 
cation to become effective. (605 (d)) 

2. Service of orders: 

Orders of Secretary issued under 
this section shall be served (1) in per¬ 
son by anv officer or employee of De¬ 
partment designated by Secretary; or 
(2) by mailing the order, by registered 
mail addressed to applicant or re¬ 
spondent at his last-known address in 
records of Secretary. (505 (g)) 
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1. Suspension of granted application: 

Effectiveness of application with respect to 

any drug shall, after due notice and oppor¬ 
tunity for hearing to applicant, be suspended 
by order of Secretary if he finds (l) that clinical 
experience, tests by new methods, or tests by 
methods not deemed reasonably applicable 
when such application became effective, show 
that such drug is unsafe for use under condi¬ 
tions of use upon basis of which the application 
became effective, or (2) that the application 
contains any untrue statement of a material 
fact. Order shall state the findings upon 
which it is based. (505 (e)) 

2. Revocation of refusal of application: 

An order refusing to permit an application 
to become effective shall be revoked whenever 
Secretary finds the facts so require. (505 (f» 

3. Appeal from suspension or refusal of appli¬ 

cation: 

Applicant may appeal from Secretary’s order 
refusing to permit application to become 
effective or suspending effectiveness of appli¬ 
cation, by filing in United States district court 
within any district where applicant resides or 
lias principal place of business, or in United 
States District Court for District of Columbia, 
within 60 days after entry of such order, a 
written petition for setting aside of order. 
Copy of petition shall be forthwith served 
upon Secretary, or upon any officer designated 
by him for that purpose, and thereupon Secre¬ 
tary shall certify and file in court a transcript 
of record on which the order complained of was 
entered. Upon such filing, court shall have 
exclusive jurisdiction to affirm or set aside 
order. 

Secretary’s finding as to facts, if supported 
by substantial evidence, shall be conclusive. 
No objection to Secretary’s order shall be con¬ 
sidered by court unless it had been urged be¬ 
fore Secrotary, or unless there were reasonable 
grounds for failure so to do. If any person 
shall apply to court for leave to adduce addi¬ 
tional evidence and shall show to satisfaction 
of court that such evidence is material and 
there were reasonable grounds for failure to 
adduce it in proceeding before Secretary, 
court may order it to be taken before Secretary 
and be adduced upon the hearing in such a way 
as to court may seem proper. Secretary may 
modify his findings as to facts by reason of 
additional evidence so taken, and shall file 
with court such modified findings (which, if 
supported by substantial evidence, shall be 
conclusive) and his recommendation, if any, 
for setting aside of original order. 

Judgment and decree of court affirming or 
setting aside any such order of Secretary shall 
be final, subject to review as provided in 
sections 128, 239, and 240 of Judicial Code, as 
amended, and in section 7, os amended, of 
“Act to establish a Court of Appeals for the 
District of Columbia,” D. C. Code, title 18, 
section 26. 

Commencement of appeal proceedings by 
applicant shall not, unless specifically orderod 
by court to contrary, operate as a stay of 
Secretary’s order. (505 (h)) 

4. Exemptions: 

Secretary shall make regulations for exempt¬ 
ing from this section, drugs intended solely for 
investigational use by experts qualified by 
scientific training and experience to investigate 
safety of drugs. (505 (1)) 
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1. Same as No. 1 
above. (502 (b)) 

2. Although 
drug whose name 
is recognized in 
official compen¬ 
dium should be 
packaged and la¬ 
beled as prescribed 
therein —the 
method of packing 
may be modified 
with consent of Sec¬ 
retary. (502 (g)) 
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Same as above ex¬ 
cept that in No. 1 (ft), 
instead of “emer¬ 
gency permit regula¬ 
tions,” read: “provi¬ 
sions as to new 
drugs.” 

(303 (c) (1)) 
(303 (c) (2)) 
(303 (c) (3)) 
(703) 
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1. Same as No. 1 above regard¬ 
ing small packages. (502 (b)) 

2. Same as 2 (b) above regard¬ 

ing articles to be processed, repacked, 
etc., except that the exemption is 
from labeling “or packaging” re¬ 
quirements. (503 (a)) 

3. Secretary shall establish ex¬ 
emptions (to extent compliance is 
impracticable) from requirement 
that a drug not designated solely 
by namo recognizod in official com¬ 
pendium is misbranded unless 
label bears names and quantities of 
certain ingredients. 

(See No. 10 (b) in column 3.) 

(502 (e)) 

4. Secretary shall make exemp¬ 

tions from requirement (where re¬ 
quirement is not necessary for 
public health) that labeling of drug 
or device bear adequate directions 
for use in order to avoid misbrand¬ 
ing. (502 (f)) 

5. Secretary shall make exemp¬ 
tions from operation of section 505 
(as to new drugs), for drugs in¬ 
tended solely for investigational 
use by experts qualified by scien¬ 
tific training and experience to in¬ 
vestigate safety of drugs. (505 (i)) 

6. A drug dispensed on written 
prescription, signed by physician, 
dentist, or veterinarian (except 
drugs dispensed in course of con¬ 
duct of business of dispensing 
drugs pursuant to diagnosis by 
mail), shall if— 

(1) Such physician, dentist, or 
veterinarian is licensed by law to 
administer such drug, and (2) such 
drug boars label containing name 
and place of business of dispenser; 
serial number and date of such 
prescription; and name of such 
physician, dentist, or veterina¬ 
rian, be exempt from provisions as 
to misbranding in sections 602 (b) 
and 502 (e). (See No. 2 and No. 
10 in column 3.) And in case such 
prescription is marked by writer 
thereof as not reflllable, or its re¬ 
filling is prohibited by law, then 
the drag is also exempt from mis¬ 
branding provisions of 602 (d). 

(See No. 9 in column 3.) 

(503 (b)) 

7. Provision that representation 
of drug in its labeling as antiseptic, 
shall be considered a representa¬ 
tion that it is a germicide, is nof 
applicable to drug purporting to be 
or represented as an antiseptic for 
inhibitory use as a wet dressing, 
ointment, dusting powder, or such 
other use as involves prolonged 
contact with body. (201 (0)) 


18 


Same as above ex¬ 
cept that in I (a) (2), 
after “misbrandod,” 
read: “or in violation 
of provisions of sec¬ 
tion 505 as to new 
drags” (and note 
statement that para¬ 
graph does not pro¬ 
hibit admission of nar¬ 
cotic drags the impor¬ 
tation of which is per¬ 
mitted under section 2 
of act of May 26,1922, 
as amended). 

(801 (a)) 
(801 (b)) 
(801 (c)) 

(801 (d)) 
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Same as above. 

(302 (a)) 
(302 (b)) 
(307) 


30 


Same as above. 

(303 (a)) 
(303 (b)) 
(305) 
(307) 


31 


Same as above ex¬ 
cept that in No. 1, in¬ 
stead of “emergency 
permit regulations,” 
read: “provisions as 
to new drugs.” 

(304 (a)) 
(304 (b)) 
(304 (c)) 
(304 (e)) 
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Same as above. 

(304 (a)) 
(304 (0) 
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Same as above. 

(304 (b)) 
(304 (f)) 


24 


tcnce, instead of 

regulations,” read: 
"provisions as to new 
(304 (d)) 
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cept: (a) 
omit 
graph; (6) 


In No. 1, 


applicable 


In No. 2, 
irovision is 
to drags 


(702 (a)) 
(702 (b)) 
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t above. 

(702 (c)) 

(703) 

(704) 


27 


Same 


aa above. 

(306) 
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Same as above. 

(701 (0 (D) 
(701 (f) (4)) 
(701 (0 (5)) 
(701 (f) (6)) 
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Same as above. 

(701 (0 (2)) 
(701 (0 (3)) 
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Same as above 
except that in No. 
2, add the follow¬ 
ing: 

The use In the 
advertising relat¬ 
ing to any drug 
of any representa¬ 
tion or suggestion 
that an applica¬ 
tion with respect 
to such drag is 
effective under 
section 505 (see 
column 13 as to 
“new drags”) or 
that such drug 
compiles with that 
section, is prohib¬ 
ited. 

(70S (a)> 

(705 (b)) 

(201 (k)) 

201 (m)) 

(301 (1)) 
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1. To old Food and Drug Law: 

Food and Drug Act of 1906, as amended, remains in force until 
effective date of new act, i. e., until June 25, 1939, with following 
exceptions: 

(а) There shall be effective immediately after June 25,1938, Secretary’s 

authority to hold hearings and make regulations under section 701; 
and following sections (and provisions of act relating to enforcement 
thereof): section 505, as to new drugs, and section 502 0) regarding 
dangerous dosages suggested in labeling of drugs and devices (sec- 
column 3). (902 (a)) 

(б) There shall be effective immediately after May 2,1939, section 706 
as to listing and certification of coal-tar colors (see No. 1 in column 7). 
(Act of May 2, 1939, c. 107, title I, 53 Stat. 631.) 

(c) Effective date of labeling provisions in sections 501 (a) (4); 502 (b), 
(d), (e), (f), (g), (h) (sec column 3) is postponed until January 1, 1940. 
(Act of June 23,1939, c. 242, sec. 1 (a), 53 Stat. 853.) 

(d) Secretary shall make regulations further postponing to July 1, 
1940, effective date of provisions in (c) above (excluding section 
501 (a) (4)) with respect to lithographed labeling manufactured prior 
to February 1, 1939, and to containers bearing labeling which prior 
to February 1, 1939, was lithographed, etched, stamped, pressed, 
printed, fused, or blown on or in such containers, where compliance 
with said provisions would be unduly burdensome by causing loss of 
valuable stocks of such labeling or containers and where such postpone¬ 
ment would not prevent public interest from being adequately served. 
However, postponement shall not apply to labeling which would not 
have complied with Food and Drag Act of 1906, as amended. (Act 
of June 23, 1939, c. 242, sec. 1 (b), 53 Stat. 853.) 

(e) Notwithstanding listing of section 502 (d) and (e) of 1938 act 
among postponed provisions, they are not postponed insofar as they 
relate to any of the following substances or derivatives thereof: Alcohol, 
morphine, opium, cocaine, heroin, alpha or beta eucaine, chloroform, 
cannabis indica, chloral hydrate, acetanilid; nor is section 502 (b), 
(d), (0), (0, (g), (h) postponed insofar as it relates to “new drugs." 
(Act of June 23,1939, c. 242, sec. 2 (c), 53 Stat. S53.) 

2. To other laws: 

Section 801 (a) relating to imports shall not be construed to prohibit 
admission of narcotic drugs the importation of which is permitted 
under section 2 of act of May 26,1922, as amended. (801 (a)) 


. COSMETICS 


“ Cosmetic ” means: (1) Articles intended to be rubbed, 
poured, sprinkled, or sprayed on, introduced into, or 
otherwise applied to the human body or any part there¬ 
of for cleansing, beautifying, promoting attractiveness, 
or altering the appearance, and (2) articles intended for 
use as a component of any such articles; except that 
such term shall not include soap. (201 (i)) 

(Note .—For definitions of general terms not peculiar 
to food, drugs, devices, or cosmetics, see above in this 
eolumn, among definitions for food.) 


Cosmetic is adulterated under any of following conditions: 

1. Same as A (1) above for food, omitting the final “or” clause. 

(601 (b)) 

2. Same as A (2) above for food. (601 (c)) 

3. Same as A (3) above for food. (601 (d)) 

4. It bears or contains any poisonous or deleterious substance which may 

render It Injurious to users under conditions of use prescribed in labeling 
thereof, or under such conditions of use as are customary or usual: Provided, 
That this provision shall not apply to coat-tar hair dye, label of which bears 
following legend conspicuously displayed thereon: “Caution.—This 
product contains ingredients which may cause skin irritation on certain in¬ 
dividuals and a preliminary test according to accompanying directions 
should first be made. This product must not be used for dyeing the eye¬ 
lashes or eyebrows; to do so may cause blindness,” and labeling of which 
bears adequate direction for such preliminary luting. (For purposes of this 
paragraph, term “hair dye” shall not include eyelash dyes or eyebrow 
dyes.) (601 (a)) 

5. It Is not a hair dye and it bears or contains a coal-tar color other than one 

from a batch certified in accordance with Secretary’s regulations. (See 
column 7.) (eoi (e)) 

(For purposes of this paragraph, term "hair dye” shall not include eye¬ 
lash dyes or eyebrow dyes.) (601 (a)) 


Same as Nos. 1,2, 3, 4, above, for food. 


(602 (a) 
(602 (b) 
(602 (c) 
(602 (dX 


Same as provisions above for food 
except that: 

(а) No. 4 is omitted. 

(б) In No. 9 omit reference to 
"emergency permit regulations 
or.” 

(301 (a)) 
(301 (b)) 
(301 (c)) 
(301 (e)) 
(301 (f)) 
(301 (g)) 
(301 (h)) 
(301 (i)) 
(301 (J)) 
(301 (k)) 


1. Coal-tar colors: 

Same as above for food. 

(604) 

2. Requests for samples: 

Same as above for food. 

(702 (b)) 


sed, 


2. For articles to be 
repacked, etc.: 


Same as above for food. 

(003) 

6. From stating quantity of con¬ 
tents: 

Same as above for food. 

(002 (b) (2)) 


10 


Same as above. 
(701 (b)) 
(801 (b)) 


11 


Same as above for food except 
that in S (6), list of regulations 
should include only: Listing and 
certifying of coal-tar colors. 

(701 (c)) 


12 


13 


14 


15 


Same as No. 1 
above for food. 

(602 (b)) 


16 



(303 (C) (1)) 
(303 (C) (2)) 
(303 (C) (3)) 
(703) 


17 


1. Same as No. 1 above for food, 
regarding small packages. (602(b)) 


2. Same as No. 2 (b) above for 
food, regarding articles to bo pro¬ 
cessed, repacked, etc. (603) 


3. Soap is specifically excluded 
from regulation of cosmetics. 

(201 ( 1 )) 


18 


Same as above for 
food. 

(801 (a)) 
(801 (b)) 
(801 (O) 
(801 (d)) 


19 


Same as above. 

(302 (a)) 
(302 (b)) 
(307) 


‘NOTE.— (l) The exact language of tho statute lias been reproduced, excopt for minor variations aimed at 
economy of expression (e. g., omissions of "the,” “an,” etc.). (2) In some columns, the same material is given as in 
other columns. This results from the intention to analyze the law from several approaches, some of which over¬ 
lap. Thus, most of the material in columns 7, 8, 9, 10, will also be found in other columns, but it was deemed 
useful to group together all the provisions relating to administrative as distinguished from legislative regulations. 
(3) Except where otherw're indicated, a reference in the “Drugs and Devices” columns, or the “Cosmetics” 


columns, that a provision Is the “same” as the one above for ‘ Food,” means that it is exactly the same. (4) Any 
provision in tho “Drugs and Devices” columns applies to both drugs and devices, except where otherwise indi¬ 
cated. (5) A useful feature of the chart is the concentration, by cross-references or by juxtaposition, of provisions 
which may be far apart in the act, but arc relevant to the same point. Another useful feature is the ease of com¬ 
paring on each point, the kinds of regulations applicable respectively to food, drugs, devices, and cosmetics. 
(6) Tnc column titles make it a simple, quick matter to finda desired item. And the inclusion of section num¬ 


bers for each point makes it possible to obtain the official citation without searching through the act itself. (7) 
The citation given at the end of each provision refers to the appropriate section number of the 1938 act; when the 
citation is to the 1939 amendatory act, that fact is indicated. (8) Italics occurring throughout the chart are not 
in the law, but are supplied as a convenience to the reader. 


u. s. eoviRNtuxT miNTmc orricc 1S43S4 


20 


Same as above. 

(303 (a)) 
(303 (b)) 
(305) 
(307) 


21 


Same as above for 
food, omitting refer¬ 
ence in No. 1, to emer¬ 
gency permit regula¬ 


tions. 


(304 (a)) 
(304 (b)) 
(304 (c)) 
(304 (e)) 


22 


Same as above. 

(304 (a)) 
(304 (f)) 


23 


Same as above. 

(304 (b)) 
(304 (f)) 


24 


Same as above for 
food, omitting last 
sentence. (304 (d)) 


25 


Same as above for 
food, except that in No. 
1, omit second para¬ 
graph. (702 (a» 
(702 (b)) 


26 


Same as above. 

(702 (c)) 

(703) 

(704) 


27 


Same as above. 

(306) 


28 


Same as above. 

(701 (0 (1)) 
(701 (0 (4)) 
(701 (0 (5)) 
(701 (0 (6)) 


29 


Same as above. 

(701 (0 (2)) 
(701 (0 (3)) 


30 


Same as above 
for food. 

(705 (a)) 
(705 (b)) 
(201 (k)) 
(201 (m)) 


31 


1. To old Food and Drug Law: 


date 


tary's authority to hold hearings and make regulations under section 
701; and section 601 (a) regarding adulterated cosmetics (with clause 
therein as to coal-tar hair dyes being effective 90 days later). (See 
No. 4 in column 2.) (902 (a)) 

(6) There shall be effective immediately after May 2,1939, section 706 
as to listing and certification of coal-tar colors (see No. 1 in column 7.) 
(Act of May 2,1939, c. 107, title I, 53 Stat. 631.) 

(c) Effective date of labeling provisions in sections 601 (0) and 602 (b) 
(see column 3) is postponed until January 1, 194D. (Act of Jane 23, 
1939, c. 242, sec. 1 (a), 63 Stat. S53.) 

(d) Secretary shall make regulations further postponing to July 1, 
•visions of section 602 (b) (see column 
sling manufactured prior to February 

_ labeling which prior to February 1, 
1939, was lithographed, etched, stamped, pressed, printed, fused, or 
blown on or in such containers where compliance with said provisions 
would be unduly burdensome by causing loss of valuable stocks of such 
labeling or containers and where such postponement would not prevent 
public interest from being adequately served. However, postpone¬ 
ment shall not apply to labeling which would not have complied with 
Food and Drug Act of 1906, as amended. (Act of June 23,1939, c. 242, 
sec. 1(b), 53 Stat. 853.) 



































































































































































































































































































































